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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 13 November 2003 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1.3-7.10.12-15,18,20-25,28 and 30-35 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) KI Claim(s) 1. 3-7. 10. 12-15. 18. 20-25. 28 and 30-35 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Summary of Action 

I. Acknowledgement is made of applicant's affirmation of election of Group I Invention, 
claims 1-7, 10-15, 18-25 and 28-35, without traverse. 

II. The rejection of claims 1-7, 10-15, 18-25 and 28-35 under 35 USC 112, first paragraph, 
will be maintained for the reason of the record. 

III. The rejection of claims 1-7, 10-15, 18-25, 28-33 and 35 under 35 USC 102(b) as being 
anticipated by Aberg et al. (US 5731319) will be maintained for the reason of the record. 

IV. The rejection of claim 34 under 35 USC 102(b) as being anticipated by Gray (US 
5627183) will not be maintained in light of the amendment. 

V. The rejection of claims 1-2, 7, 10-11, 18-19, 28-29 and 34-35 under 35 U.S.C. 103(a) as 
being unpatentable over Gray (US 5627183) in view of applicant's admitted prior art of the 
record (page 2, lines 4-7 (Hospes, et al., Am. J. Epidemiol., Vol. 150. (No. 5), pp. 482-491, 

1 999)) will not be maintained in light of the amendment. 

V. The rejection of claims 3-6, 12-15, 20-25 and 30-33 under 35 U.S.C. 103(a) as being 
unpatentable over Gray (US 5627183) in view of applicant's admitted prior art of the record 
(page 2, lines 4-7 (Hospes, et al., Am. J. Epidemiol, Vol. 150. (No. 5), pp. 482-491, 1999)) and 
Aberg et al. (US 5731319), and if necessary further in view of Kreutner et al. (US 5869479) will 
be maintained for the reason of the record. 

VI. Applicant's amendment necessitated a new ground of rejection(s) in this Office Action. 



Status of Application 
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1. By Amendment filed November 13, 2003, Claims 2, 8-9, 11, 16-17, 19, 26-27, 29 and 
36-51 have been cancelled and Claims 1, 10, 18 and 28 have been amended. Claims 1, 3-7, 10, 
12-15, 18, 20-25, 28 and 30-35 are currently pending for prosecution on the merits. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 1, 3-7, 10, 12-15, 18, 20-25 and 28, 30-35 are rejected under 35 USC 1 12, first 
paragraph, because the specification while being enabling for treating a cardiovascular disease in 
human suffering from an allergic and/or inflammatory condition of the skin or upper airway 
passage, does not reasonably provide enablement for the term "preventing a cardiovascular in a 
human. . The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in scope with these 
claims. 

This rejection is analogous to the original rejection. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1, 3-7, 10, 12-15, 18, 20-25, 28 and 30-35 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Aberg et al. (US 5731319). 
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This rejection is analogous to the original rejection. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
• U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 



4. Claims 1, 3-7, 10, 12-15, 18, 20-25, 28 and 30-35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Gray (US 56271 83) in view of applicant's admitted prior art of the 
record (page 2, lines 4-7 (Hospes, et al., Am. J. Epidemiol., Vol. 150. (No. 5), pp. 482-491, 
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1999)) and Aberg et al. (US 5731319), and if necessary further in view of Kreutner et al. (US 
5869479). 

This rejection is analogous to the original rejection. 

Response to Arguments 
5. Applicant's arguments filed November 13, 2003 have been fully considered but they are 
not persuasive. 

In response to the examiner's enablement rejection, applicants allege that the Office has 
not carried its burden to identify and clearly articulate the factual bases and supporting evidence 
that allegedly establish that undue experimentation would be required to carry out the claimed 
invention. This is spurious argument. 

As the examiner indicated in the previous Office Action (page 3, line 23 thru page 4, line 
2), the state of the prior art does not recognize the administration of desloratadine to prevent the 
cardiovascular diseases as required in the instant claims. The true fact of the state of the art is 
illustrated succinctly in the "NIH Heart Disease & Stroke Research: Fact Sheet" (American 
Heart Association, 2004); "Cardiovascular Disease: Treatment for Stroke", Stanford Hospital & 
Clinics, 2003. The state of the art recognizes the treatment of the specific cardiovascular diseases 
(e.g., stroke, shock, myocardial infarction, artheriosclerosis) but not their cure. The lack of 
significant guidance from the specification or prior art with regard to completely preventing the 
claimed cardiovascular diseases in mammals with the administration of the instant composition 
makes practicing the claimed invention unpredictable in terms of the prevention of the disease. 
The guidance given by the specification on how to prevent the claimed conditions is absent. 
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Therefore, the practitioner would turn to trial and error experimentation to use the instant 
compositions for preventing the claimed conditions in mammals, without guidance from the 
specification or the prior art. Therefore, undue experimentation becomes the burden of the 
practitioner. 

Applicant's argument takes position that the Office has issued numerous patents 
employing the same exact language that is rejected to in this instance. This argument is found 
unpersuasive. As one patent examination process and procedure is significantly differed from 
other patent examination, the instant invention is distinctive from other invention. Thus, whether 
the Office has issued numerous patents employing the same exact language or not in the past is 
irrelevant to the merits of the instant application. 

In response to the examiner's 35 USC 102(b) rejection as being anticipated by the Aberg, 
applicants allege that "each and every element recited in a claim must be found in a single prior 
art reference and arranged as in the claim"; "in a 102(b) rejection there must be no difference 
between what is claimed and what is disclosed in the applied references"; and "inherency must 
be proven each and every time". This argument is found unpersuasive. Applicant's attention is 
directed to Ex parte Novitski 126 USPQ 1389 (BOPA 1993) illustrating anticipation resulting 
from inherent use, absent a haec verba recitation for such utility. In the instant application, as in 
Ex parte Novitski, supra, the claims are directed to preventing a malady or disease with old and 
well known compounds or compositions. It is now well settled law that administering 
compounds or compositions inherently possessing a protective utility anticipates claims directed 
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to such protective use. Arguments that such protective use is not set forth haec verba are not 
probative prior use clearly anticipates such utility, absent limitations distancing such claims from 
the anticipated utilities with specification utilities will not be successful As page 1391, Ex parte 
Novitski, supra, the board said "we are mindful that, during the patent examination, pending 
claims must be interpreted as broadly as their terms reasonably allow". In the instant application, 
applicant's failure to distance the claims from the cited reference makes the claims anticipated by 
such reference. Especially in view of the claimed dosage range having prophylactic utility which 
overlaps with the referenced dosage range, the administration of desloratidine to a human 
suffering from an allergic and/or inflammatory condition of the skin or upper airway passes 
would inherently possess the claimed protective utility. 

Applicant's argument takes position that Aberg reportedly found methods that would 
teach away from the administration of desloratadine to prevent and treat cardiovascular disease 
because Aberg reported that the methods of Aberg would not have cardiovascular effects-either 
positive or negative. In other words, applicant alleges that the skill artisan would not have been 
motivated to administer desloratadine to prevent/treat cardiovascular disease since Aberg teaches 
that desloratadine has no (zero) effects on heart. The examiner strongly disagrees. Unlike 
applicant's alleged interpretation, the skill artisan would have understood that loratadine or 
desloratadine would not prolong QTc intervals (cardiac conduction disturbance) and cause no 
adverse effects of cardiac arrhythmias when it is administered to human. The skill artisan would 
have recognized that loratadine or desloratadine has no negative cardiovascular effects. The skill 
artisan would not have concluded that the administration of desloratadine has no usefulness in 
preventing or treating cardiovascular disease as applicant alleged. Rather, the skill artisan would 
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have expected that the administration of desloratadine would provide added benefits in treating 
patients suffering from an allergic and/or inflammatory condition of the skin or upper airway 
passes and concurrently suffering from cardiovascular disease. 

In response to the examiner's 35 USC 103(a) rejection as being unpatentable over Gray 
(US 5627183) in view of applicant's admitted prior art of the record (page 2, lines 4-7 (Hospes, 
et al. 5 Am. J. Epidemiol., Vol. 150. (No. 5), pp. 482-491, 1999)) and Aberg et al. (US 5731319), 
and if necessary further in view of Kreutner et al. (US 5869479), applicant alleges that due to the 
negative teaching in Aberg, the instant rejection cannot be sustained and should be withdrawn. 
With respect to issues regarding Aberg teaching, the examiner has discussed in preceding 
comments. Therefore, the examiner will not discuss any further on that matter. 

Applicant's argument takes position that the Office has not demonstrate why would one 
of skill in the art choose desloratadine to treat cardiovascular disease because of some alleged 
similarity to cetririzine for the treatment of a different indication from the laundry list of 
antihistamines that is disclosed in Kreutner. Applicant alleges that the Office has not demonstrate 
why would one of skill in the art would be motivated to select that compound to the exclusion of 
others in any of the references. The applicant strongly disagrees. 

As the examiner discussed in the previous Office Action, Kreutner discloses 
desloratadine and cetirizine as a HI receptor antagonist. One having ordinary skill in the art 
would be motivated to employ other well known HI receptor antagonist such as desloratadine 
with expectation that desloratadine would provide similar properties or activities to the other 
known HI receptor antagonist. The selection of desloratadine which listed as the preferred 
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species in claim 7 of Kreutner from the delineated or limited examples of HI receptor 
antagonists listed in the claim 3 of Kreutner would have been apparent to those of ordinary skill 
in the art and is considered within the ability of tasks routinely performed by them without undue 
experimentation. Especially, the skill artisan would be motivated to select desloratadine with 
lower level of undesirable side effects to arrive at the claimed invention such that the risk of 
cardiovascular disease associated with allergic and/or inflammatory conditions would be greatly 
reduced. 

In response to applicant's argument that there is no suggestion to combine the references, 
the examiner recognizes that obviousness can only be established by combining or modifying the 
teachings of the prior art to produce the claimed invention where there is some teaching, 
suggestion, or motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 
USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. . 
1992). 

Conclusion 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
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will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Kwon whose telephone number is (703) 308-5377. The 
examiner can normally be reached Tuesday through Friday from 9:00 am to 7:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marianne Seidel, can be reached on (703) 308-4725. The fax number for this Group 
is (703) 308-4556. 

Any inquiry of a general nature of relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-1235. 

Brian Kwon 



ZOHREH FAY 
PRIMARY EXAMINER 
GROUP 1600 




